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DETAILED ACTION 

Claims 16-42 and 58-62 are pending in the application. 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 9/6/06 
has been entered. 

Claims 21-42 are withdrawn from examination on the merits as being directed 
toward a non-elected invention. 

Claims 16-20 and 58-62 were examined on their merits. 

The previous indication of allowability of these claims is withdrawn due to the 
newly found references which are used in the rejections stated infra. Further, it is noted 
that initially, the Examiner had believed that the Instantly claimed invention showed 
synergistic results in light of the Specification, and especially in light of Figures 4a and 
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4b for example. However, upon further careful consideration, it is found in the 
specification where the 'synergistic' data is hypothetical and therefore does not 
demonstrate synergy. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which It is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 18 and 60 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

Specifically, Applicant is claiming conjugated forms of parthenolide and 
andrographolide or ursolic acid or oleanic acid with compounds such as saccharides, 
amino acids, sulfates, succinate, acetate and glutathione. Applicant has not set forth 
any structures for these alleged compounds, nor has Applicant provided any indication 
of how these compounds could be synthesized. The prior art does not disclose these 
structures, nor does the prior art indicate any means of obtaining these structures. 
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The MPEP states that the purpose of the written description requirement is to 
ensure that the invention had possession, as of the filing date of the application, of the 
specific subject matter later claimed by him or her. The courts have stated: 

"To fulfill the written description requirement, a patent specification must describe 
an invention and do so in sufficient detail that one skilled in the art can clearly conclude 
that the inventor invented the claimed invention.' Lockwood v. American Airlines, Inc., 
107 F. 3d 1565, 1572, 41 USPQ2d 1961, 1966 (Fed. Cir. 1997); In re Gostelli, 872 F. 2d 
1008, 1012, 10 USPQ2d 1614, 1618 (Fed. Cir. 1989) ("[T]he description must clearly 
allow persons of ordinary skill in the art to recognize that [the inventor] invented what is 
claimed."). Thus, an applicant complies with the written description requirement "by 
describing the invention, with all its claimed limitations, no that which makes it obvious," 
and by using "such descriptive means as words, structures, figures, diagrams, formulas, 
etc., that set forth the claimed invention." Lockwood, 107 F. 3d at 1572, 41 USPQ2d at 
1966." Regents of the University of California v. Eli Lilly & Co., 43 USPQ2d 1398. 

The MPEP lists factors that can be used to determine if sufficient evidence of 
possession has been furnished in the disclosure of the Application. These include "level 
of skill and knowledge in the art, partial structure, physical and/or chemical properties, 
functional characteristics alone or coupled with a known or disclosed correlation 
between structure and function, and the method of making the claimed invention. 
Disclosure of any combination of such identifying characteristics that distinguish the 
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claimed invention from other materials would lead one of skill in the art to the conclusion 
that the applicant was in possession of the claimed species is sufficient" MPEP § 2163. 

The MPEP further states that if a biomolecule is described only by a functional 
characteristic, without any disclosed correlation between function and structure of the 
sequence, it is "not sufficient characteristic for written description purposes, even when 
accompanied by a method of obtaining the claimed sequence." MPEP § 2163. If the 
genus has a substantial variance, the disclosure must describe a sufficient variety of 
species to reflect the variation within that genus MPEP § 2163. Although the MPEP 
does not define what constitutes a sufficient number of representative species, the 
courts have indicated what do not constitute a representative number of species to 
adequately describe a broad generic. In Gostelli, the courts determined that the 
disclosure of two chemical compounds within a subgenus did not describe that 
subgenus. In re Gostelli, 872, F.2d at 1012, 10 USPQ2d at 1618. 



The description requirement of the patent statue requires a description of an 
invention, not an indication of a result that one might achieve if one made that invention. 
See In re Wilder, 736, F. 2d 1516, 1521, 222 USPQ 369, 372-73 (Fed. Cir. 1984) 
(affirming rejection because the specification does "little more than outline [goals] 
appellants hope the claimed invention achieves and the problems the invention will 
hopefully ameliorate.") Accordingly, it is deemed that the specification fails to provide 
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adequate written description for the compounds of claims 18 and 60 and does not 
reasonably convey to one skilled in the relevant art that the inventor(s). at the time the 
application was filed had possession the claimed invention. 



Claim Rejections - 35 USC § 103 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 



This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
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under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 16, 17, 19, 58, 59, and 61 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Habtemarlam (1998) in view of Hehner et al. (1999). 

Habtemariam (1998) evaluated in-vitro adhesion mechanisms of 
andrographolide, a diterpene from Andrographis paniculata (see entire reference, 
Abstract). Habtemariam studied these mechanisms in order to explain the already well 
known antiinflammatory activity of andrographolide (see Introduction and citation to 
Madavetal.). 

Habtemariam did not disclose the use of parthenolide nor the use of a 
pharmaceutically acceptable carrier. 

Hehner et al. (1999) discovered at least one mechanism of the known anti- 
inflammatory drug parthenolide; inhibition of NF-kB (see entire reference. Abstract). 

"It is prima facie obvious to combine two compositions each of which is taught by 
the prior art to be useful for the same purpose, in order to form a third composition to be 
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used for the very same purpose.... [T]he idea of combining them flows logically from 
their having been individually taught in the prior art." In re Kerkhoven, 626 F.2d 846, 
850, 205 USPQ 1069. 1072 (CCPA 1980) (citations omitted) (Claims to a process of 
preparing a spray-dried detergent by mixing together two conventional spray-dried 
detergents were held to be prima facie obvious.). 

It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to combine the instant ingredients for their known benefit 
since each is well known in the art for treating inflammation. This rejection is based on 
the well established proposition of patent law that no invention resides in combining old 
ingredients of known properties where the results obtained thereby are no more than 
the additive effect of the Ingredients, In re Sussman, 1943 CD. 518. Accordingly, the 
instant claims, in the range of proportions where no unexpected results are observed, 
would have been obvious to one of ordinary skill having the above cited references 
before him. 

One of ordinary skill in the art would have been motivated to add a 
pharmaceutical carrier to a composition comprising parthenolide and andrographolide in 
order to ease delivery of the active components. 

It was routine in the art of neutraceutical/pharmaceutical manufacture to produce 
nutritional compositions which were in tableted/liquid/encapsulated form. The 
tabulation/liquid/encapsulation process was beneficial in delivering active ingredients 
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with reduced potential of being degraded in the stomach, thereby allowing the active 
ingredients to reach the small intestine to provide increased bioavailability of said active 
ingredients (I.e.; sustained release). Further, it is noted that the claims state any 
pharmaceutically acceptable carrier. This temn is broad enough to read on inert water. 
One of ordinary skill in the art would have been motivated to add water to a combination 
of parthenolide and andrographolide in order to dilute the composition to desired 
concentrations, as well as to fonnulate a liquid composition of the pharmaceutical 
preparations. 

Claims 16-20 and 58-62 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Habtemariam (1998) in view of Hehner et al. (1999) in view of 
Schmitz et al. (US 5,643,623). 

The teachings of Habtemariam and Hehner et al. were discussed supra. Neither 
reference specifically taught the incorporation of parthenolide and/or andrographolide 
into food carriers; e.g., containing proteins or sugars or fats for example. 

Anti-inflammatory medications, as well as numerous other medications were well 
known in the art to be orally delivered in food-type carriers. Schmitz et al. (US 
5,643,623) for example, claims a pharmaceutical food product containing an anti- 
inflammatory agent along with antioxidants, fats, vitamins, carbohydrates and proteins; 
inter alia (see claims 1-19). 
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One of ordinary skill in the art would have been motivated to formulate 
parthenolide and andrographolide; well known anti-inflammatory agents into food 
compositions containing proteins, antioxidants, fats, vitamins and carbohydrates for 
example in order to package the active ingredients in a form which was easily ingested. 
Variations of nutritional forms such as powders, elixirs, beverages, or snack bars would 
have all been suitable packaging means for the active ingredients of the Instant 
invention and would not have required a substantial inventive contribution in order to 
have created these forms of the composition for ease of administration and/or to 
enhance the manufacturability of the product (to make the product more appealing to 
the consumer). 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

No Claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia Leith whose telephone number is (571) 272- 
0968. The examiner can normally be reached on Monday - Friday 8:30am-5:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571) 272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained frohi either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Patricia Leith 
Primary Examiner 
Art Unit 1655 



December 8, 2006 




